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Second Affidavit of Lawrence D. Rink 



I, Lawrence D. Rink, M.D., F.A.C.C., hereby duly depose and say as follows: 

1 . I am a Fellow of the American College of Cardiology and have been certified member 
of the American Board of Internal Medicine, Cardiovascular Disease, since 1983. 

2. I have lectured, performed clinical studies and published numerous articles on the 
issues of cardiovascular disease and hyperlipidemia. 

3- Upon the request of Mr. Stephen T\ Carney and as a work for hire pursuant to a valid 
Non Disclosure and Confidentiality Agreement, I conducted the Folic Acid and Alfalfa, 
The FALL Study, (the "Study") described and made part of the above referenced Patent 
Application, 

4. While I am the author of the Study, the Study was completed as a work for hire and on 
behalf of the Applicant, Stephen T. Carney, As of the date of this Affidavit, I have never 
caused said Study to be published or decimated to the public. 

I hereby declare that all statements made herein of my own knowledge are true and that 
all statements made on information and belief are believed to be true; and further that 
these statements were made with the knowledge that willful false statements and the like 
so made are punishable by fine and imprisonment, or both, under 18 U.S.C. 1001, and 
that such willful false statements may jeopardize the validity of the application, any 
patent issuing thereon, or any patent to which this declaration is directed. 



Signed under the pains and penalties of perjury this 



day of 
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FOLIC ACID AND ALFALFA 
The FALL Study 



Thar* havrt boon reports that clfaifa sprouts urBl lower total cholesterol 
and LOL levels in th« blood. This hos not bo«n tested in a prospective, 
randcmizod or bhnded trial. 

Method and Results: 

a£ patients, jfi«i with known eorohdry tfKry disease and many unoor 
treatment tor hyperfpidemi* Wert selected fcf the Study, Patients WWt 
randomly assigned to either Croup A placebo, Croup 6 low dose alfalfa and 
72 Q meg of folic acid, or Croup C doubto dose alfalfa and robe acid. 

Tho trial was «x weeks and ad patients wore /rtROvectod to foUow a low 
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The trial was six weeks and all patient were instructed bo toflow a kr-V 
fat, lew cholesterol diet, porferrn regular exardsc in moderation, and to 
take the medication ragman?. Croup A (placet*)- one capsule per day. 
Croup B-two captures par day, and Croup C-two capsule? twice per day. 
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Cardiovascular disease is the most common cause of death and dbabllty In 
the united states. More people dje from cardiovascular diseese then el! of 
die idier causes of death combined. Cordiovascuiar has been the most 
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Among a Jfct of emerging "risk ftcws" are homocysteine levels and C- 
react** proton- EJovatod J«v<)s of hemocYsrelne are poelbvclv corrected 
wich risX TOT CHD. Fate acid and posnWV 6 vitamins 6 and 12 nave been 
documented to lavw homocysteine levels. 

C- reactive pnrtem (CUP) it a marker for OMTommaticn. Caronar/ orrery 
<<5«Me U *n mflammatofy dsoa» end there i> now suPstanbal evidence 
Thet OCfSO^S with Novated high sensitivity C-r*acta«e pTOtOtH (hs-GRP) are 
ort increased risk for future cardiac ©vents. Infla/nmadon within coronary 
plaques leads to plaque rupture and caraiac events. Statin drug? and a 
healthy lifestyle are known to reduce nigh sensitivity C-roacbv/) proeem. 
The Writing Group of the 2002 ^CfkShop on inflammation markers and 
cardiovavcutar drjoaac recommended measurement of he- CEP in 
conjunction with other risk rectors in people With ocrea* ed n?k of 
coronary artery disease, m many studies hs-cftP has been a bvtcar 
pfirdietor of future cardiac event? than U)L- 

With OM9 <n mind, we undertook a study no determine the effects of alfalfa 
sprouts and folic add on known risk factors of coronary artery diss we 
including total cholesterol, LDU HDU, triglycerides, high senshVriry C- 
reeebvt ore tain, homocysteine, levels, and ape lipoprotein (b). 
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rose duo protein, hamocystoinc levels, and epoDpopfoCsin Cb). 

At patients were ar-eady under somi form of treatment of hyperSpidemid. 
The patients were advised not to change then medication prior to 
enrollment to the study or during the trial period. The study was nrst 
diSOUSSed with fcho patients and they were ftuppfcd capsine* umlch either 
contained placebo. Croup B SSOmg of alfalfa sprout powder .*nd 230mcg of 
folic acid, 2 cacsuJe* each dav for a total of 1,120 mg alfalfa sprout 
powder and *A0mcg lolic acid cr Croup C, 1 capsules twice a day for a 
total of 2.240 mg or alfalfa sprout powder and 020 meg of Folk: add. 

AP patients underwent a history and physical exam prior to the start ol' che 
Study and prior to the blood samples being obtained, Ail patients received 
Instruction jn a low fat tow cholesterol diet. Similar CO the previously 
recommended Step 3 ( American Hoarfc Association diet AD patients wpre 
instructed to exercise in rnoeeranon- 

The majority of patients in this study were afready following Oils type of 
Dfestylfti Over 50% Of the patients wore already receiving Statin drugs and 
many or the other patient? »«™ intolerant to statins because, of myalgias 
or true mabdomyolysrs. 
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A9 patients tolerated the medication well. 

One patient irt the placebo group flapped the medicine because 
she felt that the drug irritated hsr stomach. 
One patient dropped out of CrOUp C for personal reason*. 
Or* patient in Croup C who WM eoWno 30m g of an aborvastatift a 
day dccendnued his atorvastatin durinq the study and therefore 
he had marKoO increase In L0L level and his results were not 
■mtkided ir> the averages, 

Tho results of the study were encouraging in that th« lDl JevQls 
decreased in both ffeatment groups and more than in the placebo group. 
HDt aha mcrvssed in both Treatment groups ane decreased in the placebo 
group. A nurphang potential beneflt or this treatment lawennQ of 

high s^ixa trvity C-r«ocbVe pro Coin (eve's. TNs tes not Peon previously 
regorted in the possible mechanism For this is not known, wnkwc it es 
merely on the tests of towering LDL le*;eb. A simJar lowering was not noted 
in the placebo group. 
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In trv? placebo group. 

The result* of the study are impressive since the awa^ basufrno LDL 
l*o*ls were only 133 and XSl hn Croups B and C. The r6»on for a greater 
percentage reduction of UDL and ratssig HDL in croup 8 e) nor clear. 

▼he comblnodo^ of alfalfa sprout powder and foie acid eppears to be a 
reasoneefe, r«iduveh< meipensive method for lowering one's risk for cardiac 
events. TWs should be tested In * iWflej, double hOnded prospective trial 
to rw if this hot only towett known CVCflac nsk factors but also lower* 
the number of cordfac events. 



Lawrence, o. Rink M,d,.F.a.C.C. 
Clinical Professor of Marine 
indiene UnJveoJtv School of M«Jicin» 
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